§124.22

Building, 14th Street and Independence
Avenue SW., Washington, DC, between
8 a.m. and 4:30 p.m., Monday through
Friday, except holidays.

(b) APHIS will also publish a notice
of the regulatory review period deter-
mination in the FEDERAL REGISTER.
The notice will include the following:

(1) The name of the applicant;

(2) The trade name and true name of
the product;

(3) The number of the patent for
which an extension of the term is
sought;

(4) The approved indications or uses
for the product;

(5) The regulatory review period de-
termination, including a statement of
the length of each phase of the review
period and the dates used in calcu-
lating each phase.

§124.22 Revision of regulatory review
period determination.

(a) Any interested person may re-
quest a revision of the regulatory re-
view period determination within the
30 day period beginning on its publica-
tion in the FEDERAL REGISTER. The re-
quest must be sent to the Director,
Center for Veterinary Biologics, Li-
censing and Policy Development, 510
South 17th Street, Suite 104, Ames, IA
50010—8197. The request must specify
the following:

(1) The identity of the product;

(2) The identity of the applicant for
patent term restoration;

(3) The docket number of the FEeED-
ERAL REGISTER notice announcing the
regulatory review period determina-
tion; and

(4) The basis for the request for revi-
sion, including any documentary evi-
dence.

(b) If APHIS decides to revise its
prior determination, APHIS will notify
PTO of the decision, and will send a
copy of notification to the applicant
and the person requesting the revision
(if different from the applicant) with a
request for comments within 10 days of
notification. If no comment on the pro-
posed revision is received, APHIS will
publish the revision in the FEDERAL
REGISTER, and include a statement giv-
ing the reasons for the revision. If com-
ment is received, APHIS will make a
final determination regarding the revi-
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sion based on such comment and will
then publish the revision in the FED-
ERAL REGISTER, giving reasons for its
determination.

[59 FR 11369, Feb. 25, 1993, as amended at 59
FR 67617, Dec. 30, 1994; 64 FR 43045, Aug. 9,
1999]

§124.23 Final action on regulatory re-
view period determination.

APHIS will consider its regulatory
review period determination to be final
upon expiration of the 180-day period
for filing a due diligence petition under
§124.30 unless it receives:

(@) New information from PTO
records, or APHIS records, that affects
the regulatory review period deter-
mination;

(b) A request under §124.22 for revi-
sion of the regulatory review period de-
termination,;

(c) A due diligence petition filed
under §124.30; or

(d) A request for a hearing filed under
§124.40.

[58 FR 11369, Feb. 25, 1993; 58 FR 29028, May
18, 1993]

Subpart D—Due Diligence
Petitions

§124.30 Filing, format, and content of
petitions.

(a) Any interested person may file a
petition with APHIS, no later than 180
days after the publication of a regu-
latory review period determination
under §124.21, alleging that a license
applicant did not act with due dili-
gence in seeking APHIS approval of the
product during the regulatory review
period.

(b) The petition must be filed with
APHIS under the docket number of the
FEDERAL REGISTER notice of the agen-
cy’s regulatory review period deter-
mination. The petition must contain
any additional information required by
this subpart.

(c) The petition must allege that the
applicant failed to act with due dili-
gence sometime during the regulatory
review period and must set forth suffi-
cient facts to merit an investigation by
APHIS of whether the applicant acted
with due diligence.
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